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The NDA is submitted for the approval of chewable ibuprofen tablet for children. Each tablet will
have 50 or 100 mg of ibuprofen. The indications are minor pain, flu, sore throat, headache and
toothache. The proposed label has warnings for allergy and hypersensitivity reactions. The
maximum dose is three tablets every 6-8 hour and the doses will not exceed 4 times a day. The
formulation will contain following inactive ingredients.

Mannitol, microcrystalline cellulose, sodium starch glycolate, magnasweet, aspartame, artificial
flavors, magnesium stearate and______silicone dioxide.

The sponsor referred to the approved NDA 18-197 and NDA 19-784 for the preclinical safety.
Bioequivalency of the formulation to the ibuprofen suspensions and swallowed tablets has been
investigated in human subjects. The NDA provided several summary reports of published studies
that indicate the contraindication of ibuprofen for post operative pain. Efficacy of ibuprofen in
several pain models, e.g., tonsillectomy and fever have been cited.

Conclusion:
Tbuprofen is an approved product for pediatric uses. Therefore, the NDA does not have any -
preclinical safety issue. The inactive ingredients do not have any preclinical safety issues. Most of
the inactive ingredients used in the formulation have been used in other approved preparations.

Recommendations:

The product is approvable based on preclinical safety.

Asoke Mukherjee
Pharmacologist



